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510(k) Summary

In accordance with 21 CFR 807.92 the following summary of information is provided:

ate: August 15, 2011

Submitter: GE Healthcare
9900 Innovation Dr
Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)72 1-42 14
F:(414)91 8-8275

Secondary Contact Person: TC Mohanmurthy
Regulatory Affairs Leader
GE Healthcare
T:±+91 80408 95020

Device: Trade Name: LOGIQ P3 Ultrasound System

Common/Usual Name: LOGIQ P3

Classification Names: Class 11

Product Code' Ultrasonic Pulsed Doppler Imaging System. 2I CFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System, 21CFR 892.1560, 90-IYO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-ITX

Predicate Device(s): K102256 LOGIQ e

K102104 Vivid P3

Device Description: The subject device consists of a mobile console with keyboard,
specialized controls, a color video LCD display with electronic-
array transducers. The proposed device is a console based device
but predicated is a laptop based device. It is a Track 3 general-
purpose imaging and analysis system providing real-time digital
acquisition, processing and display capability intended for
general radiology imaging and evaluation with some cardiology
and vascular applications.

Intended Use' The device is intended for use by a qualified physician for
ultrasound evaluation of Fetal/Obstetrics, Abdominal (including
GYN), Pediatric, Small Organ (including breast, testes, thyroid),
Neonatal Cephalic, Adult Cephalic, Cardiac (adult and pediatric),
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Peripheral Vascular, lntraoperative (abdominal, thoracic and
peripheral), Musculo-skeletal Conventional, Urology (including
prostate), Transrectal and Transvaginal.

Technology: The LOGIQ P3 employs the same fundamental scientific
technology as its predicate devices

Determination of Summary of Non-Clinical Tests:
Substantial Equivalence: The device has been evaluated for acoustic output,

biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to conform to applicable medical device
safety standards. LOGIQ P3 and its applications comply with
voluntary standards as detailed in Section 9, 11 and 17 of this
premarket submission. The following quality assurance measures
were applied to the development of the system:

0 Risk Analysis
0 Requirements Reviews
* Design Reviews
0 Testing on unit level (Module verification)
0 Integration testing (System verification)
0 Final Acceptance Testing (Validation)
* Performance testing (Verification)
* Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:
The subject of this premarket submission, LOGIQ P3, did not
require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the LOGIQ P3 to be as safe, as
effective, and performance is substantially equivalent to the
predicate device(s).
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Adminisration
10903 New Hampshire Avenue
Silver Spring, MvD 20993

N& r.lowryn Be h n
Iteg it o r y A [Tb itrs N' an ace
Gil FHea!lthcare -

9900 K. Innovations Dr
WAUWATOSA \VI .53226

Re: K1l2371
Trade/Device Namne: GEF LOG IQ IP3 UlItrasonrd S vstern
Retiltion Number: 2 1 CU'R 892.!1550
Regulation Namne: ltrasonic Pulsed doppler imraging sysatm
Regulatory Class: It
Productl Code: Y N. IMYO and I IX
Dated: August 1 5. 2011
Received: August 17, 20!!

Dear Mr. Behn:

We have reviewed your Section 510(k) prarkeL nonification ol inn to miarket the device
re Fe rene ed above and wve have ci ermii led the dev'ice is sucibs tantIially~ eq Lavale n (For thle
nd icati ons For use statd in the enc lostire) to legally mnarketed preciicate devices marketed in
nter state comnmerce prior to May' 28, 1976Q the enactmnent date oF the Medlical Device
Amenidmets, or to devices that have been reclassi lied in accordance with the provisions of the
Federal flood, Drug, and Cosmetic Act (Act). YOUr may. there Fore. market thle dev'ice, subject to
the general controls provisions of the Act. The ge neral IControl I povisions oF the Act inIcIlude
reqci irerrmen s lb r annucal re istrati on, listing of devices, good mnfaicturing pr-actice, labeling,
and lrohibtions against misbranding arn! adulteration.

This detemn~ation o Fnsirtatia I eq ui valence a pp lies to tile l Iowinc tran1s CILuce s intended F-or
use xvith the GEl LOGIQ P3 Ultrasound Systen as described inr your prernarkel notirbeau on:

TranSdU cirMode I N umnber

4C 3S
ESC 8C

ES Cs T739
5Cs 68
8 L 3.8C A
ILL 7.5A



I f -Votir1 device is clasi fied (see above) into C etherl CIassII [( S pecial Contirols) or class Ill (['MA).
it MayV be subject to such additionlal controls. Fxisting" i11L6or tCeUltionS altectinU VOtir device
Canl be lInd-11 inl thle Codle ol' Federal Regulations. itIk 2 1. Parts 800 to 895. Inl addition., FDA
m1ay1 pulihNI Iurther announIcemenlts con1crning yourI device in) the Fedleral Re&'ister.

Please be adlvis ed that FDA's issuance of'a su~bstantial equivalence determination does rnot me1anl
that FDA has made a dleterminlationl that y;otir device complies with other requirements of the Act

or' any FeCderal statu-tes and rtiCLlationIs admllinlistered by7 ()iederCIal agcI)ies. YOU MuIst
comply with Lill the Act's icquiLrmients. Iinclading'U. butl i10t limiited to: reutistratiOnl and I linei (21
CFR Part 807): labeling, (21 CFR Part 801); good tit1.1-aCtit1Ji1_ pracU tic reqi iements as set
forth inl thle qualit' syTstemls (QS) reCUlation (21 CFR Pairt 820). and i F applicable, the electronic
prodcLIt ladiauiol conltrol provisions (Sections 531 -542 o1<the Act): 2 1 C FR I1000-1 050.

This letter will al low von to begin marketingi yourl deCvice as described inl \votir premnarket
noctification. Th~e FDA finding of substanitial eqJuivalenlc Of V0our device to a len'llv marketed
predliedite device results inl a cIlassificationl For votir1 device anld tht-is permits, yotir de\'ice to
proceed to market.

IF von desire specific advice fort your device Onl otir labeilig reglationl (2 1 CE-R Part 801), Ple~ase
GO to litti)://wwwfca.Lov7/Aboulti-DA//Ceniters~f ficcs/CD)RI-I/CDIR.110ffices /uicmii 15809.btm) for
the Center for Devices and Radiological H-lal ths (CD RI-Is) Office 01<Cornp1 ance. Also. p lease
no0te thle reCgulationl enltitled, Ni is brandling, by reference to prerrarket nioti lication" (21 CFI( Part
807.97). For quest ions regarding the reporting" ol<ad verse events Itinder thle Nil)R regulation (2 I
CFR Part 803). Please go to

littl)://\v\,vW.VFda.gov/M~edicailI)ev icesg/Safet\;/Rclpor-taIillrobleiii:deal",t]. htiin for the CD RI-Is 01<11ce
Of SurLveillance and Biometrics/Division of Postinarket StirVCi I lnce.

If you have anyV queIstions; reg Iarding thle content of this lette-, p)lease contact Shahraml Vaezv at
(301) 796-6242.

Sincerely Yours.

- at-7

i ary S.- Pastel - Sc.-D.
Director
Division 01<(ad io logical Devices
0111cc of' Inl Vitro Diagnostic Device

FVa I ltil t1inCan Safety'
Certer for Dev ices and Rad i 01 Olcal I-Ical th

Enlclosure(s)
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5 1 0(k) Number (if known):

Device Name: LOGIQ P3

Indications for Use:
The device is intended for use by a qualified physician for ultrasound evaluation of
Fetal/Obstetrics, Abdominal (including GYN), Pediatric, Small Organ (including breast,
testes, thyroid), Neonatal Cephalic, Adult Cephalic, Cardiac (adult and pediatric),
Peripheral Vascular, Intraoperative (abdominal, thoracic and peripheral), Musculo-
skeletal Conventional, Urology (including prostate), Transrectal and Transvaginal.

Prescription Use x- AND/OR Over-The-Counter Use_-NA
(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRII, Office of In Vitro Diagnostic Devices (OTVD)

(Division Sign-Off)
Division of Radiological Devices
office of In Vitro Diagnostic Device Evaluation and
Safety

510Mk Number )j12 7
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Diagnostic Ultrasound Indications far Use Form
GE LOGIO P3 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___ ____

Clinical Application B M PW CW Color Color M Power omhined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler rModes* Jmaging Pulse* [Notes]

Ophthalmic

Fetal /Obstetrics N N N N N N N N N

Abdominal t1  N N N N N N N N N

Pediatric
N N N N N N N N N

Small Organ ]

N N N N N N N N

Neonatal Cephalic, N N N N N N N N N

Adult Cephalic, N N N N N N N N N

Cardiactt  N N N N N N N N N

Peripheral Vascular N N N N N N N N

Musculo-skeletal Conventional N N N N N N N N

Musculo-skelelal Superficial

Otheri't  N N N N N N N N

Exam Type, Means of Access ___

Transesophageal

Transrectal N N N N N N N

Transvaginal N N N N _ _ N N N

Transuretheral

Intraoperative[ 51  N N N N N N N N

Intraperative Neurological ___

Intravascular

N = new indication; P = previously cleared by FDA- __- __-___-______ -___-___-____

Notes: [1 ]Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[5] lntraolperative includes abdominal, thoracic (cardiac), and vascular (PV).
[]j Combined modes are B/M, B/PWD, B/Color/PWD, BlPower/PWD.
[JI Coded Pulse is for digitally encoded harmonics and B-flow.

(PLEASE DO NOT WRITE BELOW THIS LINE.- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Presciption User (Per 21 CFR 801.109)

(oiviso go-1 l

Office of In Vitro Diagnostic Device Evaluation and Safety

18 510K
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Diagnostic Ultrasound Indications for Use Form

GE LOGIO P3 with 4C Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Moe eof Operation

ClnclApiaim B M PW CW Color Color M Power -ombined Harmonic Coded Other
AnatontI v/ein ofinterest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics
_ _ _ _ _ P P P __ P P p p p

Abdominal t '1  P p p _ _ p P p p p

Pediatric p p p P__ p p p p p

Small Organ21

Neonatal Cephalic

Adult Cephalic

Card iacr'1

PeihrlVascula

M scuo-lcletallConventional

Museulo-skeletal Superficial

Otheri41  p p p p p p p p
Exam Type, Means ofAccess

Trainsesaphageal

Tranarctal

Tranivaginal

Transuretheral

lnratperative

lntraoperative Neurological

Intravasculart

Laparoscopic
N = new indication; P = previously cleared by FDA- _ _-___-___-______ ___

Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[I Combined modes are B/M, B/PWD, B/ColorIPWD, B/Power/PWD.
['1 Coded Pulse is for digitally encoded harmonics and B-flow.

(PlEASE DO NOT WRTE BELOW TIlS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CER 801.109)

D1 nSg-1f)

Diviion ot adic1giCal Dv1C
office of In Vitro Diag9Stc Device Evaluation and Safety

19 510K 741 3n



GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications far Use Farm

GE LOGIO P3 with E8C Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mod cofOperation

Clnia Apicton B M PW CW Color Color M Power CombinedHarmonic Coded Other

Anaton, vRegio of Interest fl7 oppier Doppler Doppler floppier Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics p p p p p p p

Abdonminalf11  p p p p p p p
Pediatric

Small Organ21

Neonatal Cephalic

Adult Cephalic

Card iac[]]

Peripheral vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Othe&1' p p P P p p p
Exam Iype. Means ofAccess

Trionsesoiphageal

Transrectal P P p p p p p
Trourvaginal p p p p p p p
Transuretheral

Intraorerative

Intranperative Neurological

Intravascular

11Laparoscopic
N = new indication; P = previously cleared by FDA- __ -___-___ -___ ___-

Notes: (1) Abdominal includes renal, GYN/Pelvic
(2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[41 Other use includes Urology/Prostate
[*] Combined modes are B/M, B/PWD, 8/Color/P WO, B/Power/P WD.
I') Coded Pulse is for digitally encoded harmonics and 8-flow.

(PLEASE DO NOT WRITE BELOW TIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CER 801.109) ~, 6'~

OM n fA dogca Device S
Ollie of in vitro 013g1it elCEaUatnadSft

20 5O
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Diagnostic Ultrasound Indications for Use Farm

GE LOGIO P3 with EBCs Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

-~ ~ ~ ~ M e__ of _M O perQation _ _

Clinical Application B M PW CW Color Color M Power onmbined Harmonic Coded Other
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal I Obstetrics

Abdominatt1  P P p ___ P P P P
Pediatric

Small Organtll

Neonatal Cephalic

Adult Cephalic

Card iaS'1

Peripheral vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial ___

Other 41  P IP P ____ P P P P
Exam Type, Means ofAccess

Transesophageal

Transtectal p p P P P P P
Transvaginal p P p p P P P I I
Transuretheral

Jntraoperative

tntraoperative Neurological

Intravasular

Lprspic ___ .____- ____-____ ___-____

N = new indication; P = previously cleared by FDA ___

Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[I Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.
['I Coded Pulse is for digitally encoded harmonics and B-flow.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON MOTHER PAGE IF NEEDED)

Concurrence of CDR-, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801. 109)

office of in Vitro Diagnostic Device Evalatin aiid Safely

21 5 10K /</PL /
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Diagnostic Ultrasound Indications for Use Form
GE LOGIQ P3 with 5Cs Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Moe eofOperation ___ ____

Clinical Application B M Pw CW Color Color M Power Combined Harmonic Coded Other
Aniaomyf v/ein of Interest D____foppier Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics
p p p p p p P p

AbdominalnH p p p P P p P p
Pediatric p p p P p P p P l___

Small Organ21

Neonatal Cephalic

Adult Cephalic

Card iacEn3

Peripheral Vascular

Musculo-skeletal Conventional

Museulo-skeletal Superficial

Othe 141  P P P p P P P p
Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Inlraoperative---

Intrac rative Neurological

L Intravasular

N = new indication; P = previously cleared by FDA -______ __

Notes: [1] Abdominal includes renal, GYN/Pelvic
(2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate

[Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.
[]Coded Pulse is for digitally encoded harmonics and B-flow.

(PL.EASE DO NOT WR~ITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

(DMvp nsn-Oft
Divsion of RadiologiceJ Devices

office of in Vitro Diagnostic Device Evaluaton and Safety
22 510K -f
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Diagnostic Ultrasound Indications for Use Form

GE LOGIO P3 with BL Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M PW CW Color Color M Power Conmbined Harmonic Coded Other
Anatomy/Reg on ofunterest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics

Abdominalt' P P P _ _ p P p p p

Pediatric p p p p p P p p
Small Organ 1  ~ p p p p P P p p

Neonatal Cephalic

Adult Cephalie

Card iactE'J

Peripheral vascular p p p p p p P p
Mosculo-skeletal Conventional P p p p p p p p

Musculo-skeletal Superficial

OtheA41l

Exam Type, Means ofAccess

Transesophageal

Transrectal

TrarisvaginalI

Transuretlieral

lnlrao prativels) P P P P I P p p p

Inan peave NeurologicalI

* .Laparoscopic
N = new indication; P =previously cleared by FDA -___ ___-___ ___-___ ___ ___-

Notes: [11 Abdominal includes renal, GYN/Pelvic
(2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[5] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV).
[1 Combined modes are B/I, B/PWD, B/Color/PWD, B/Power/PWD.

CCoded Pulse is for digitally encoded harmonics and B3-flow.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of' CDRII, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

(Divi ion Sign-Off)
Divisko aidiologiCej Devices

23 Office of In Vivo Diagnostic Device Evaluation and Safety

23 510K - /p3 7 t
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Diagnostic Ultrasound Indications for Use Form

GE LOGIQ P3 with 11lL Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofOperation
Clinical Application B M Pw CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Reion of interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fet / Obstetrics

Abdominall'1  p p p P P P P__ p
Pediatric p p p P P P p P
Small Organ 21  p p p p P P P p

Neonatal Cephalic

Adult Cephalic

Cardiacl'1

Peripheral Vascular P P P P P P P P
Musculo-skeletal Conventional p p p P P P P P
Musculo-skeletal Superficial

otheSllt

Ex*m Type, Means otA ccess

Transesophageal

Transrnectal

Transvaginal-- ___ ___ - -

Trarnsuetheral

lntraoperative P P P P P P p p
lntraoperative Neurological t
Intravascular

L11amaroc i
N = new indication; P = previously cleared by FDA -___ -___

Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[41 Other use includes Urology/Prostate
[I Combined modes are B/M, B/PWD, B/Coior/PWD, B/PowerIPWD.

[Coded Pulse is for digitally encoded harmonics and B-flow.
(PLEASE DO NOT WRnTE BELOW TIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDIIIH, Office of In Vitro Diagnostic Devices (OIVD)

Prescuiption User (Per 21 CFR 801.109)

U4 &
DMSivonlO Sign-Off)

Dvsoc adiologicel Devices
Office of in Vitro Diagnostic Device Evacuation and Safety

24 510K Z IZ2
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Diagnostic Ultrasound Indications for Use Form

GE LOGIO P3 with 3S Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofOperation ____

Clinical Application B M PW CW~e Color Color M Power Combined Harmonic Coded Other
Anatomy/egon of Interest Doppler Dopple Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics

Abdominalt] p p P P P P P P P
Pediatric P p p p p p p P P
Small Organ 21

Neonatal Cephalic

Adult Cephalic p p p p P P P P P
Cardiac31  P P P p p p P P P
Peripheral Vascular

Muscuilo-skeletal Conventional

Musculo-skeletal Superficial

Othert'l

Exam Type, Means ofAccess

Trumsesophageal

Transrectal

Transvaginal

Transurellieral

lnlrtoperative

Inlrnoperative Neurological- - -- ____ - -

Inlravascular

Laprpc i
IN = new indication; P = previously cleared by FDA _ _

Notes: El) Abdominal includes renal, GYN/Pelvic
[2) Small organ includes breast, testes, thyroid.
[31 Cardiac is Adult and Pediatric.
[41 Other use includes Urology/Prostate
r] Combined modes are B/M, B/PWD, B/Color/PWD, 8/PowerIPWD.
[Coded Pulse is for digitally encoded harmonics and B-flow.

(PLEASE DO NOT WRITE BELOW THS LINE - COTINUE ON MOTHER PAGE IF NEEDED)

Concurrence of CDR-, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801. 109)

(DvinSignOMf

DMsin of adiologica Devices
Office of in Vitro Dhagnostic Device Evaluation and Safety

25 510OK -7
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Diagnostic Ultrasound Indications for Use Form

GE LOGIO P3 with BC Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___ ____

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region c/interest ___ Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal I Obstetrics

Abdominal ttt  P p p p P p p p

Pediatric P p p _ _ p P P p P P __

Small Organ 21  p p p P P P P P

Neonatal Cephalic P P P ___ P P P P P

Adult Cephalic

Cardiaet
3t

Penipheral vascular

Musculo-skeletal Conventional

Musculo-skelelal Superficial

Other 43

Exam Tye. Means c/Access

Trassphageal

Transreetal

Trans vaginal

Transurretheral

lntraoperative

lntraoperative Neurological

fIntravascular

Laparoscopic

N = new indication; P = previously cleared by FDA- __ -______ ___ ___

Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[I Combined modes are BIM, B/PWD, B/Color/PWD, B/Power/PWD.
Ci Coded Pulse is for digitally encoded harmonics and B-flow.

(PLEASE DO NO0T WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

(DM3k Siqn-Omt
Division of Jdlologtcak Devices

Office of in VIVrO Diagnostic Device Evaluation and Safety
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Diagnostic Ultrasound Indications for Use Form

GE LOGIQ P3 with T1739 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Moe colOperation

Clncl plcain B M PW CW Color Color M Power Combined Harmonic Coded Other
Anatomty/ReginoItes Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics

Abdominall

Pediatric

Small Organ 21  P P P P P P P P

Neonatal Cephtalic

Adult Cephalic

Cardiac
3t

Peripheral Vascular P P P ___ P P P P P
Musculo-skeletal Conventional P P P ___ P P P P P
Musculo-skelelal Superficial

OtheSat

Examn 7Tpe. Means ofAccess

Trans esophatica

Transrectal

Trans vaginal

Transuretheral

fintrauperativeN5  P P P P P P P P
fIntraoperative Neurological

Intravascular

N = new indication; P = previously cleared by FDA -___-______ __ __

Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[31 Cardiac is Adult and Pediatric.
[41 Other use includes Urology/Prostate
[5] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV).
[*I Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.

[]Coded Pulse is for digitally encoded harmonics and B-flow.
(PLEASE DO NOT WRrTE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

c onsig-Off)
Mivsion Radiological Devices

Off"ceof in Vitro Diagnostic DeftO Evaluation and Safety
27 SICKh/' /3
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Diagnostic Ultrasound Indications for Use Form

GE ILOGIO P3 with 6S Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode oflOperation
Clinical Application B M Pwm CW Color Color M Power CombinedfHarmonic Coded Other

Anatomy/Region offnierest Dopple Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics

Abdominalttt p p p p P P P P P
Pediatric P P P P P p p P P
Small Organ[2t

Neonatal Cephalic p p P P P P P p p
Adhut Cephalic p p p p p P P P P
Cardiactil p p p p p p p p p
Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Othrt4 l

Excam Type. Means of/Access

Transesphageol

Transrectal

Transvaginal

Transuretheral

Intraoperative- ____ - ____ -- -

Intraoperative Neurological

Intravascular

La arosco ic- ____- -- -- ____--____

N = new indication; P = previously cleared by FDA __

Notes: [1l Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[31 Cardiac is Adult and Pediatric.
(41 Other use includes Urology/Prostate
[I Combined modes aie B/M, B/PWD, B/Color/PWD, B/Power/PWD.
[Coded Pulse is for digitally encoded harmonics and B-flow.

(PLEASE DO NOT WRITE BELOW THIS INE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Dimison Fladioogicl Devices
Ofie of in Vitro Diagnostic DeVice Evatuation and Safety

28 510K - 1/237/



GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIC P3 with 3.BCA Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other

AnatomyRio of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Petal / Obstetrics
N N N N N N N N

Abdominaltll N N N N N N N N
Pediatric N N N N N N N N
Small Organt('l

Neonatal Cephalic ___

Adult Cephalic

Cardfactrl

Peripheral vascular

Musculd-skelecal Conventional

Muscislo-skeletal Superficial

Othet41  N N N N N N N N
Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Tramsuaretheral

Intraoperative

lnlraoperative Neurological

Intravascular

-- aaros-copic
N = new indication; P = previously cleared by FDA -___ _______-___

Notes: (1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[M Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.

[Coded Pulse is for digitally encoded harmonics and B-flow.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN, Office of In Vitro Diagnostic Devices (OIYD)

Prescription User (Per 21 CFR 801.109)

(DtvisioleSin-Ofl)

Dvsion of Ra lologicai Devices
Offic of In Vto Diagnstic Device Evaluation andl Safety

29 11/ib7



GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIO P3 with 7.5L-A Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

Clncl plcain B M PW CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region ofITTrs Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics

Abdominalit N N N N N N N N
Pediatnic N N N N N N N N __

Small Organ2 1  N N N N N N N N

Neonatal Cephalic

Adult Cephalic

Cardiac
31

Peripheral vascular N N N N -N N N N
Musculo-skeletal Conventional N N N IN N N N N

Museulo-skelelal Superficial

OtherI'l

Exam Type, Means ofAccess

Trsesophageal

Transrectal

Transvaginal

Transaretheral

tntraoperative N N N N N N N N

Jntraoperative Neurological

Intravascular

Laaosoic
N = new indication; P = previously, cleared by FDA -___-___-______ ___-___ __

Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[*] Combined modes are BIM, B/PWD, B/Color/PWD, B/Power/PWO.
['] Coded Pulse is for digitally encoded harmonics and B-flow.

(PLEASE DO NOT WRrTE BELOW TIlS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109) ~*,4 2 31

Offie of in Xir D,agot. "D,. Evaluation and Safety

30 - 50


